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INTRAVESICAL BACILLUS CALMETTE-GUERIN (BCG: TOKYO
172 STRAIN) INSTILLATION FOR CARCINOMA IN SITU
OF THE BLADDER: RESULTS WITH 6 SUCCESSIVE
INSTILLATIONS OF 40 MG BCG
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We performed a study to evaluate the usefulness of intravesical Bacillus Calmette-Guerin (BCG :
Tokyo 172 strain) instillation on carcinoma in situ (CIS) of the bladder. Between 1998 and 2003, 43
patients were treated for CIS of the bladder with a median follow-up period of 45 months (range: 12 to
69 months). The patients (35 males and 8 females) ranged in age from 45 to 89 years (average : 67.5
years). They underwent intravesical instillation of 40 mg of BCG once a week for 6 weeks. A
complete response (CR) was achieved in 83.7% of the patients. Among these patients, 97.2% and
70.7% remained recurrence-free during follow up for one year and three years, respectively. The
median duration of CR was 31.5 months. Although total cystectomy was performed on I patient, none
of the patients died of bladder cancer. Adverse effects included bladder irritability in 48.8%, pyuria in
46.5%, gross hematuria in 18.6%, and fever (temperature over 37.5°C) in 9.3%. No clinically

significant side effects were observed.

These results indicate that intravesical instillation of BCG at a dose of 40 mg given 6 times
was as effective as the routine dose of 80 mg, and could decrease systemic adverse effects such as

high fever.

(Acta Urol. Jpn. 50: 469473, 2004)
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Table 1. Patient characteristics

No. of Pts 43

Sex (M/F) 35/8

Mean age (range) 67.5 (45-87) years
Group (Primary/Secondary) 13/30

Median follow-up 45 (12-69) months
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Table 2. Treatment out come

Group No. of Pts CR (%) NC (%) Median duration of CR (months)
Primary 13 11 (84.6%)* 2 (15.4%) 29%*
Secondary 30 95 (83.3%)* 5 (16.7%) 36+
Total 43 36 (83.7%) 7 (16.3%) 31.5
* ns (Primary vs Secondary), ** ns (Primary vs Secondary).
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Fig. 1. Recurrence-free rate of CR cases. Among CR cases, 97.2% and 70.7%
remained recurrence-free during follow up for one year and three years,

respectively.
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Table 3. Clinical course
Group Subsequent BCG instillation First Second Currein*t‘ Follow-ug)
No. of instillations Response recurrence recurrence status (months
Primary 40 mgX12 CR pTl pT3a* NED 63
Primary 40 mg X6 CR No No NED 40
Secondary 40 mg X6 CR No No NED 50
Secondary 40 mg X6 CR CIS CIS AWD 45
Secondary 40 mg X6 CR No No NED 30
Secondary 40 mg X6 CR No No NED 23
Secondary 40 mg X6 NC No No UNK 21

* Total cystectomy, ** NED : No evidence of disease, AWD : Alive with disease, UNK : Unknown.

B -EBrREH Wiy (NED).

NC # 2 L7 7 EFDFDBROEBHEE & hREES
Table 3 IZ/RT 7% 5FIEHE BCG 40mg D 6
EHEE5E 4TV CR MBS NL. 20 H4BIZFD
BERIPZD TRV, BE1HAEZF0O%2E
CIS # % LI BCG EAREREFTH 5. NC
7609 1 Bz EE BCG 40 mg D125 27V —A
2 CR A BONLN, FORBREEIET -0
BB 2 AT L7z, HHERORBBEFNE
EE R pT3a THo7. NCTHIFHRL 1GEHEE
BCG 40mg @ 6 Bl 5 %17\, £RICTREEROR
o 1SR OBBIAB O NP o7z, ZOMHK
WBAE - IEORESE S hh T TRESTERRE L
AP A

i1 & A OBITEFR E3061 (69.8%) (CRIL, HERS
& UBERIFE % & OBEBRIBIEIR 2161 (48.8%) &
B %, KWT 50/hpf LLEDIERR06] (46.5%),
AHERAIMIR 8 51 (18.6%), 37.5°C LLEDFEAHT 4 5l
9.3%) RO LN BIfEHONBROLE L HEE
MEEFBRE L7220 (CR vs NC), WERBICHEZR
B otz ThBEPIEPLEL 2 2EERBIE
B, MEEFRSERPFMEETSH L) LAHEIRR
boRo¥ (B3 VAR

% =

BCG BEREIEPMVE A E, Morales 5" 4519764
IZRERLTCUR, SELTE 572 bPETHE, R
1725k DEERAERDTI82E D S F 1, 19964F ITR IR
B, BI997EPLTHRENE L HITh 72,

BCG ¥DOFEHIZ L ) ZOHEESRPEIIEAR
LBEEZLNBY, KFIZHBITEH BCG HHIT2
BeoEEY S HiEE, 80mg %8 1 BEF 8 [mIE
ATH2Y LrLihoBELEEREEFALND
DLEETHZS? SEDNbILEREIO BB
BE, CEHMICHRE SN EROGEREY BT 5
Zkizk b, EERE CIS I2xt+ % BCG 1728k DE
BREEICOWTORET T 7.

KES' 12 BCC EAREOEMME L LeULE

WEHT B 720102, BB CIS 124 LT 80 mg @ 8 [@7E
ABEL 0mg DIOENEABFED 2FICTEL, pro-
spective randomized study ¥ fTVIRE L TV A, &
D20 NLBABROER, HUEEDE, CREFDIE
BREZE, BIFRICBWTHREICEZIZOONE» -
f:ll)

FRICHES 52 4 BCG 40 mg D10 7E A iE
i 80 mg @ 8 BIVE AHE & B L THEBE D2 WER
EHFEONTERELTWAE., MRS SIEZFDE, |
[ 5- 2% 40mg & L/ciEABEDEHEBEKE ¥ IRET
L, &5H%%% 8 EIIHS LTHI0EFEATFE L DB
CR 2B L UFEHRRIZEIDORD o2 EHELT
w3 ZoOHR1EHRSEIR 0mg THHEER
L, BEMBUIOWTOLBREBIWETHL L L
TWa,

CIS 239 % BCG (RE172%%) OFUEERIE L,
HEOBETIZ ] OHESEL 80mg @ CR FEi378~
84% TH B —KF1EHE5EH 40 mg O CR X
12, ARESOHETIZI0EEABETIZE% (11/
13)'2, 8 EEABETIX69% (11/16) T, KELH®D
HETIHI0EEARETI8Y% (22/28) Td 7=

SROBEITBWT, EEHRICEL T 40
mg O 6 \l#% 5T b HE OHE & FEEOTEEMR
21/8L I ENHEETES. CIS BREBSHICHEE
D BCG FEABENENTH o7, £/ NC7HlF5
#1112 BCG 40 mg @ 6 H#% 5 % 17\ CR 738 &
h7-2 Xy, BHFPHER CIS KL TiEEY
BCG #E* A, 27 -V THLEDBI PR OESR
BICEEWmEMsZR T RETHELEZELLNT:

LA L7%4 % BCG BERIENTEABTIIE VIEERK
BVRDOOND D0, BERETEHLEEREOEH
BHY, REZBREIEREIATYE'Y FAIEHENE
B IRESY OMEICL B &, BB BUEIR69%,
2 (38°C LAL) 43.7%, WERMIMIRS1I% TH - 7-.
B EVCHSEE2EERERNORE LS (57,
BCG oF#MAxHER L2 oRetrmtT2E 8
BHSEORENLELEL D,

REI2% OB S EICHAE L -BIERO®REIE, X



472 WRILE 50% 75 20044

o4 ERA 'Y 40mg EABOKETIE, B
e O ZBUHE (& 80 mg IE AR OBME & 2IFFEE T
HoltBELTVA.

BEROFMOEENFNETNOHEOR LT L
b—HLTWBEEFERLWVD, 4EOKRETT LR
DRFTER (BEMHMER, MR, BER) ORHE
HEOBRELIIINBE TH 7. LI L bek
IR (B ORB\ELEELAHEICEL T, 40
mg D10 JE AR TRHAASI%IH N2, Eig
B EHBEENIZ4%IZHAONZETHH
ED 12T, BREITORRRZHS HI2EDI -
7-.

FHICE LS b 40 mg EABETIE 80 mg AR
IZHART, BHEEETL L) 2PEESLAR - SFH
MELX*ETD L) 2EEREERVEREI S Lo/
EHELTWS, £/ Ide 50 k5912 ET S
&) LEELZAMFRIZ, 40mg EABTIE 80mg iE
ABIIHRTHEBEI D oo BEL TS, Th
SOBETHBTLI LR, BV okSEHKI
F158.5[], Irie H'P DHFSEEKIT 6 BT, HEBEHIE
RIS BB L WS E BRI EE Y5 2 T
WHTREEEDE 2 b7z,

KESDEBIMERORBOLEE L EEHE LK
HLAHE, BEOHBEITMELEEIHEELRLL
EHE LTS, BERBIIB VT b BT positive
prognostic factor I272 Y\ HPRET L7245, 2D L5
RAERIB LML 572

S EORE I, BHBURIZALONAHERDIEA
regimen'! 1217 @k O S EEH0 ¥ B L TH
WbOTHY, HEELLTBCG FHFI2H%R) @
Bt hbTEelomt+HRAT LI EHTE
72, LEEX D 1 ERS5 81 0Omg THHEEI LN
A, SHEGIVEHER L URSEEIZOWVTOR
& MEABRSLETH S EEbR:.

& ]

1) BEBECISIZx 3 2BCG (EFTI728F) BEBEREP
EAHEE (W0mg 6MIRE) OFMELHEE L.

2) BWEH TCIEIRBOREHEIEL, BIERICE
D5 IEBIIERD R D5 72,

X 78

1) Morales A, FEidinger D and Bruce AW:
Intracavitary bacillus Calmette-Guerin in the
treatment of superficial bladder tumor. ] Urol
116: 180-183, 1976

2) Ovesen H, Poulsen A and Steven K : Intravesical
bacillus Calmette-Guerin with the Danish strain for
treatment of carcinoma in situ of the bladder. Br]J
Urol 72: 744-748, 1993

3) Lamm DL: BCG immunotherapy for transitional
cell carcinoma in situ of the bladder. Oncology 9:
947-965, 1995

4) Akaza H, Hinotsu S, Aso Y, et al.: Bacillus
Calmette-Guerin treatment of existing papillary
bladder cancer and carcinoma in situ of the bladder.
Cancer 75: 552-559, 1995

5) FREEXZ, BIEZ, /EH#ESE, 130 BRBIT
FEAPESB L OURESBREIZNT S BCG
(Tokyo 1728%) MEBEMIEABEZIRDOBAT. HU

£:3k 80 : 167-174, 1989

6) AEM—, KEM—EF, KHEEE, 32 :BCG
EARERICESLEHELELZ26]. AR
R 56 : 1579-1583, 1994

7) TREE#, xEBMhR, BHBEE, 135 BREC
4% BCG BEMAEABE BT HEWER—D
NbhFRB L -EELE0HE— BWRIEE
82 : 1594-1602, 1991

8) Kurth KH, Schellhammer PF, Okajima E, et al.:
Current methods of assessing and treating
carcinoma in situ of the bladder with or without
involvement of the prostatic urethra. IntJ Urol2:
8-22, 1995

9) BAWRHBEZS - BARBERE - BIERR
WHH  E 3. SRR, R, 2001

10) Lamm DL, Meijden PM, Morales A, et al.:
Incidence and treatment of complications of bacillus
Calmette-Guerin intravesical therapy in superficial
bladder cancer. J Urol 147: 596-600, 1992

11) KE#H—E, SB#EKX, HPEE, 35 BkL
KRAEICH$ 5 BCG {E A IE—Randomized
study 12 & B{GHRBEDIRET— BCG - BRM #
B3k 20 : 95-100, 1996

12) FEREFI—, HPMEA, HE 3, 132 EkE
B34 5 BCG BEREPIIEASEE : 40 mg 10[]7E
ADHEHE. FRis 45 : 129-132, 1991

13) BRAFI—, AT, BN E, (3h: BEE
B Y % BCG BEREPIIE AS LD BB : 40
mg 8-14EEAIZ L 2 EHB L UBRETFHHE.
BCG - BRM &4k 23 : 71-75, 1999

14) KEFH—BF, HWHEH, WARLHE, Ed: BCG
BEREATEAEEIZ X B CIS WA DM i
BCG - BRM #Hf&3E 24 : 55-59, 2000

15) FEE3EZ, BINET, EREE, 130 BEEE
BEREB & OBERE EEE IS 35 BCG 172
PROBEEPRIEAREOITESR L BRTFHHRED
BREr. BMREFE 83 1 183-189, 1992

16) FREESEZ : BCG BEBEPIVE A S iE & BIfE .
BCG BRM BRf&EE 23 : 59-65, 1999

17) BLmA, GBEE, =£iLik, 13h  EEtE
BERER (X9 5 BCG BEBEPIIEASRE: | KA B
FDRE. BCG BRM EAF&EE 18 : 55-61,
1994

18) Irie A, Uchida T, Yamashita H, et al.: Sufficient
prophylactic efficacy with minor adverse effects by
intravesical instillation of low-dose bacillus



F4, 1Ih : B LEAE - BCG 473

Calmette-Guerin for superficial bladder cancer 20) Lamm DL: BCG immunotherapy for transitional

recurrence. Int J Urol 10: 183-189, 2003 cell carcinoma in situ of the bladder. Oncology 9:
19) KE#—E8, ®WERXR, EMERE, 35 :BCG 947-965, 1995

EAFEOR LBHEA QMK BCG BRM # Received on Feburuary 25, 2004

BF43E 23 : 84-100, 1999 Accepted on April 17, 2004

(REBIR)





